REMARKS 

I. Status of claims 

Claims 6-15 are currently pending. Claims 1-5 have been canceled without 
prejudice. Claims 13 and 15' have been amended. Support for claim 15 is found in the 
specification on p. 4, lines 4-9. The amendments do not add new matter. 

II. Claim Rejection Under 35 U.S.C. § 112 

Claim 15 is rejected under 35 U.S.C. § 1 12, first paragraph, as being non- 
enabled. Although Applicants respectfully traverse that rejection, claim 15 has been 
amended and is fully enabled by the specification. See p. 4, lines 4-9. Therefore, the 
rejection should be withdrawn. 

III. Claim Rejections Under 35 U.S.C. § 103 

Claims 1-15 are rejected under 35 U.S.C. § 103 as being unpatentable over 
WO 00/01667 to Aho et al. ("Aho et aL") in view of WO 99/654014 to Ekstrom 
("Ekstrom"). The Office suggests that combining the teachings of Aho et al. (orazipone 
is "equivalent" to budesonide) with the teachings of Ekstrom (the combination of 
formoterol and budesonide) would have been obvious. Office Action at p. 4. Applicants 
respectfully traverse this rejection. 

A prima facie case of obviousness requires at least (1) some suggestion, either 
in the references themselves or in the knowledge generally available to one of ordinary 
skill in the art, to modify the references or to combine reference teachings and (2) a 
reasonable expectation of success in making the proposed modification or combination. 
M.P.E.P. § 2143. In the present case, neither of those requirements has been satisfied. 

Aho et al. suggests the use of orazipone in patients who are intolerant to 
traditional steroid therapy as an alternative to budesonide. See p. 2, lines 1-5. 



Accordingly, Aho et al. does not teach the equivalence of orazipone and budesonide, as 
alleged by the Examiner at page 4 of the Office Action. See also Aho et al. at page 2, 
lines 24-26. Furthermore, Aho et al.'s disclosure of alternatives to steroids teaches 
away from the proposed combination with Ekstrom, whose combination comprises a 
corticosteroid (budesonide). For that reason alone, there is no suggestion to modify 
Aho et al. as proposed by the Examiner. 

El^strom also does not suggest the proposed modification. Ekstrom teaches 
using formoterol and budesonide for treating acute conditions of asthma, in addition to 
treating chronic asthma with the same combination or one or more different active 
compounds, preferably selected from both long and short acting p-agonists and 
corticosteroids. Thus, Ekstrom merely suggests that while chronic asthma can be 
treated with any suitable p-agonist or corticosteroid, the combination of formoterol and 
budesonide can be administered to such chronic patients during their acute episodes of 
asthma. It does not suggest a combined preparation other than a combination of a p- 
agonist and corticosteroid. Moreover, it does not suggest using the combination of 
formoterol and budesonide in corticosteroid resistant patients. Therefore, a suggestion 
to modify the teachings in a way proposed by the Examiner cannot be found in the cited 
references. 

Finally, the claims as amended relate to an inhalation medicament comprising 
orazipone and a corticosteroid as a combined preparation. The claimed combinations 
in the Experiments show a superior and synergistic anti-inflammatory effect as 
compared to the effect of a corticosteroid or orazipone alone. Thus, the present 



invention is expected to provide a significant improvement in tlie therapy of asthmatic 
patients. 

Accordingly, Applicants respectfully request the withdrawal of the present 
rejection. 

IV. Obviousness-Type Double Patenting Claim Rejections 

Claims 1-15 are rejected on the ground of obviousness-type double patenting 
over claims 1 and 8-17 of US Patent No. 6,201 ,027 ("Aho et al. II") in view of Ekstrom. 
Claims 1 and 8-17 of Aho et al. II are drawn to certain compounds, inhalable 
pharmaceutical formulations comprising those compounds, and methods for the 
prevention or treatment of inflammatory respiratory diseases using those compounds. 

For at least the reasons discussed above, with respect to the obviousness 
rejection over Aho et al. and Ekstrom, Applicants assert that neither the claims of Aho et 
al. nor EkstrSm teaches or suggests the proposed combination. 

Accordingly, Applicants respectfully request the withdrawal of the present 
rejection. 

V. Conclusions 

In view of the foregoing amendments and remarks. Applicants respectfully 
request reconsideration and reexamination of this application and the timely allowance 
of the pending claims. 

Please grant any extensions of time required to enter this response and charge 
any additional required fees to our Deposit Account 06-0916. 
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